
DEPARTM ZNT OF HEALTH AND HUMAN SfiRvlcES 
Food‘and Drug Administration 

NOlE No 1:: 
appbtion In accordsnce v&h 21 CZAR 1010.4. 

1. Check a!: applicable boxes end type or print the 
requeste J information. 

2. Submit en original and four (4) copies. 

1. NAME OF COMPANY 
Prismati : Magic LLC 

fNSl’RUOTlONS 
3. Mail your appilcatb to me D0cW3 M ement Branch (HFA-305), Food and 

Drug Adtnlnlstration, Rm l@. !5+0 Fishers Lane, Rockville, MD 20852. 
4. Enter docket rlumber If r%&grBd. 

2. ADDRES 3 OF COMPANY (Include ZfP Code)(F P.O. Bqx is use& in&d% actual stmt addnws ~lstf.J 
PO 413C Wayne, NJ, 07474-4139 202. Otterhole Road, West Miiford, NJ 07480 

3. NAME At D TITLE OF RESPONSIBLE PER&N 4. TELEPeNE NO. (/fic/f$de area tie] 5. DATE OF SUBMlSSlON 
Dr. David Volpe, Director of Research and Dev+opment (973) 2$$-saos 09/09/2005 

5. THE APFLKXNT REQUESTS THE VARIANCE TQBE IN ERECZ FOR A PERlO&) OF 2’ YEARS FROM THE DATE OF ISSUE. (in 
gemal, he Agency win appmva B  vmiar~~~ far only two yews. If a l&ger p?riod is mqmmted, @juaMm~~ must be i+fkhed as pa@ of the apphetkm) 

P~~,~~~GN~ UBa 
I: LIST NAME AND/OR MODEL NUMBER(S) FOR THE LASER LIGHT SHOW@) AND PROJECTOR& . . 

Phoenb: F61005 
b. PRODUC T FOR WHICH A VARlANCE IS Rf$XJESTED 

q A ,,aeer display device 
A ~xojector for a laser light show 
A ,aser light show 
0: ier (Spec&j 

C. PROZXORS ARE INTENDED FOR SALE, LEASE, OR LOAN TO 
OTHER LASER LIGHT SHOW PRODUCeRS 

cl. PRODUC r IS INTENDED FOR USE IN A 
q Pl,metarium or other dome projaction structure 

Ttsater 
Hc ‘&l/motel ballroom or meeting room 
St re displays 
Tr $de show or convention 

a I3 xotheque or night club 
PC vilion 
Inr oor arena 
O:itdoor.arena 

q M saum 
Q 0 :tdoor umnciosed area 
q O”‘iar (specr7yl auditoriums and @me 

e. PRODUcT IS INTENDED TO BE USED 
D At only one (Fixed) location 

At a variety of (Tour) locations 
or her (Spec#jg 

‘. PRODUCT IS INTENDED TO BE?, USED AT ANY ONE LOCATION 
More than 15 days 
Mom than 5 but not more than 15 days ^’ _ I 
Less than 5 days 

3, TOUR IS INTENDED TO RUN FOR 
More than 6 months 
I-6montha 
Less than one month 

1_ 

: 

Not apprmble (Not a Zourj 
~er(spadfj~ __,” -. 
UCT UTlLlZES THE FOLLOWlNG LASER EFFECTS 
Front screen projec%ona 
Rear screan pro&&ions 
Hdogrsrphic -ww 
Multiple r@ectiunldin affects , 
Audience scanning @U/so includes scanning any accessible 
fJncontml/~e~s) 
R&l&ions fmm st&onaryminurs or mirrored 
surfaoee (Beam Mati) 
Statiinary irradiitkm of rotating mirror balls, etc. 
Scanning irradiation of rota&g mirror balls, etc. 
Fiber optic projections 
Fog, sn?oka, or othar s&taring enhancement effects 

I3 other c&=-w 
8. 

LAS ZR MEDIUM (Ar, l ie-h%, etc.] 

DPSS c/A’;) 

@ N  LEVELS 
’ WAVE LENGTHS (nm) PEAK POWER @wffs) 

532 nm 0.3 w 

9. IF ANY L- SER RADIATION IS PULSED OR SCANNED, GIVE THE PULSE DlJRATiON AND RATE AND SCANNIt@ FREQUENCY AND AMPLITUDE 

q Cr~mpli inca with the limits of 21 CFR 10&0.11(~) would restrict thezintendad use of t l@ prpduct bacause compliance would 
lifr it the output power to the extant that the de#&effec&would not be suf@ciant~y visii 

q 0 ‘ier or additional explanation (SpacQj 
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I I. MANNE? lN WHICH IT IS PROPOSED TO DEVlATE FROM THE REQUIREMENTS OF THE APPLICABLE STANDARD 
q It is proposed to deviate from the provIsions of 21 CFkt 10&l l(c) In t%at the 

ac-aible emission limits specified in,21 CFR 1040.1 l(c). 
leve~would exceed the 

It :3 proposed to deviate from the provisions-of 21 CFR IQ4&il (c) as f0IIow-s: 

12. ADVAN’-AGES TO BE DERIVED FROM SUCH DEVIATION 
a Leser light shows and displays are aa$pted popular medi$ in er@rtaInment and tha arts. Use of power levels in excess 

of the lknits imwsed by 21 CFR 1040.1 l(c) Is neces8afy to achieve the require=d effects in thelle media. 

0 0’ 1er or additional advantages (dew&s and a~lainj. 

13. EXPLAliJ THE ALTERNATE MEANS OF RADIATION PROTECTION TO BE PROVIDED. &kck rmerny boxes as apply. In item f4 “Ramarks, * 
just@ ai:y boxes not chaokad, us&g addMona/ sheets 8s flacasssry, State ffny o&afmaans of ratWio~ pmtec@n that will b6 used.) 
a. a Al; laser products, systems, shows, an@ projeqtors wlII be certIfIed to comply with 21 CFR kklO.10 and -the conditions of this variance and will 

be reported as required by 21 CFR lOQ2.10 AND 1002.1 ‘I %&ing the mporting guides provided for such purpose. These actlons will be 
ac=omplishad prior to any introduction Into cornmama. 

b. @  Ef’ects not speclfIwlIy indicated in thisvarianaa appliczation will not be perkmad. No other af&c& wiU ba added until an amendment to the 
vslancs has been obtained and the required reports 6r8up$eme@t& as appkable, have been submItted. 

c. a Sc8nning, projaction, or reflectIon of laser and c&lateral radietion (L/gfrf show radiationj into .Wdiant~ or other accessible uncMltrolI8d afeas 
wi ’ not ba permitted except for diffuse @fIe@Ions produced by the attr&phera, added atnx+he!k scatkfing medIe, and target &Xeens. 

d. a kser radiation IeveIs in excess of the limits of Class I will not be permitted at any point less than 3.Ometer8 abova any surface upon which 
lwrsons other that-i operators, performars, or empIoyeea are permitted to stand or 2.5 meters below or In k&ral saparatIon from any p&e 
WI ‘er8 such persons are permitted to be. Operakxe, petform@r$, and amp@yea$ v&I not be $equired or .aIIowed to view radiation above the 
lir its of Class I or be exposed to radlatlon above ttie lirnlts $jaa&led in 21 CFR 1040.1 l(c). 

e. AI y product which relies on scanning to meet access, exposure, or product class IlmitswiIl incorpc@&e a gczrnning safeguard system which 
di+tIy senses scanner motion and whbh will react fast endugh to preclude exc8eding the applicable limit. 

f. a Al’ laser light shows shall be under the direct and personal control of trained, competent operator(s). The operator(s) will: 
(1 Ba an empIoy8e of the variance holder who will be responsible fortbe training endthe conduct of the operator: 
(2 Ba located where all beam paths cqn be directIy dbsetved at aIltImes; and 
(3 Immediately termlnate the emission of light show radIaticn in the event of eny unsafe condii; or, for outdoor shows, upon request 

by any air dra#Ic control offIdaIs. 

g. q Tl9 maximum laser projector output power will not exceed the lavei required to obtain the intandad effects. 

h. The projectlon system [i.e., the pr@jectOr 8nd all other com~nts usedto produce tha&@ting aff@sj Will ba securely mounted or 
itr mobil ized to prevent unintended movetint or misallgnmant, Beam masIdng will bs pro&ted as an inherent part of tha system design to 
prs>vent overfIling of screens, b&n stops, targets, etc. 

i. kser projectors will not be delIvered to any other party under an agmernan t of sale, lea&e, or loan unless and until the recipient demonstrates 
tha they have a variance in effect at the time of dBNvefy that permits &em to pkoduoa laser light ShowsCncorpolratnQ such projector(s). 

i. In nddiion to the raquirements of 21 CFk 104O;lO(h), the manufacturer of laser projectors/systems will provide to parties who purchase, lease, 
or krrow the equipment, adequate user& instmctlons. for safe in$tallatIon and operaj@n which &p&in tha -responsibiIIty of the recipient as an 
in, :ependent light show manufacturer to &&nit the required reports and appIy for and obtain a variance m  CDRH prtor to introduc%on into 
cc nmerce of any laser Illht shows. 

k. Tt a requirernants of 21 CFR 1002.30(a)(l) and (2) will be -shad through the use of written procedures far setup, alignment, testing, 
ar d performance of each show. These pro&ures will bs in.aufficIe$ d&ail to ensura co~pllanq with 21 CFR $040.10, the co&Ions of this 
vz. ian=, and the control of access to redlltlor~ Braas using tk .procedures de&bed In ttle ANSIZ%$ti.~ s@ndard for the safe use of lasers 
(Avertcan National stsndafds ItwMute, W O  &#&a~ New Yoik, NY fOU18) or any other e~ulva!ent usef consensus afandard and, where 
a[ #xtble, stata or local requlraments. Laser radiation areas which can contain radi@tIon Ieyekibovk the limits sp8dfled in 21 CFR 1040.1 l(c) 
wi j be clearly identlflad by the poeting o! v&r&kg SW and/& &t&ting access thrdugh physical means (such; as pressure swjtches, photo 
cc ‘Is, benferS, gu8tcfs, etc.]. These raqu&ement$ afipIy to tamporary areas (such 8s c&@?g set up and a#$t?mW?t pt’Vcedut@s~ and to fit181 Or 
pcmanent areas. The variance holder w%ll ret&n th$ recordi of thesa procedures @r@ tha results of alI tests a? required by21 CFR 1002.31. A 
co>y of th8 variance application, th8 appiotil letter,‘current pro&u&S, and re&rdS’relating~to each~pa@.tlar show will be wkh the operator 
or tier responsible indiiidual and will @  made available for Iinspectlon by FDA and other responsible authorities. 
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1. 0 Ac’vancawritten not&&ion will be rrwcie as aariyaq twe~ federsll, stete, aad lo@ author&s providing show itinaraty with 
de&s and locations clearly and completely k%@flad, and& basic desalption k%f ftfe propo&Mfacts in&ding a statement of the maximum 
ix wer output intendad. Such riotifie wiii k made, b# not necwsafiiy kilmtted, to: 
(1 The Center for Devices and Radioiogicai Health, Offi& of Compiianca (HF&342), 2096 G&her Roa$ Rockviiie, MD 20850, providing the 

initial and dosing da&s fwfixed ins@iia&ns and the it@rary fbrmobiia aiwws. in adC%W, Mesa afl a@eots of each show hava bwn 
reported and accassion numbam @XVQ rafakmcad, a&@ notice wiil in&d&detailed dasc%i~&s of aa& show and a listing of ail effacts to 
be perbnneci in suffkient d&ail to; con%m cqmglii with the rwjuiations s*ud th%Mar~%% 

(2 The Federal Aviation Administmtidn (FAA) 6 
perlbm78noes, etc.). if the FAA !&qac& to any 
adherwd to. If thasa condiUons car@ be mat, 

(3 state and iooai fadiatiofl 

available horn the 

up, alignment, nshea~fs, 
fequesleci by FAA will be 

Ail raquiremants of state and iocai 
. (A list of tedeml and St&e o&es is 
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I CER’3FY that ail of tha above infom&on &d statemants ara &a, compi@a, and ctirr~t k, ths baSt of my Iwlow(edge and aCkWWiedge that 
my v8 ian@ application may be dart&$ or nj, vaf i@& may ba #voiwd tf this appkaMn ‘is f0ufM to ba%is9a, mtsiaadiW of iwwect in any 
materhi way. I have submittad and wiii subFIt all repof% raquir@d by 21 CFR 1002.10 and lOUZ.11sri @  k@ar eguipment and SW(S). I 
p~he& undarstand that I may ba required by mgulatkx, or-by ?he, DiracW, Cantar for i3evkes and Radb@bi wetrith, to supply such other 

Qtt of Research and 


